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Final Office Action on the Merits of a RCE 

1 . The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Status of the Application 

2. Claims 1 , 6 and 11-13 are pending in the present application. The instant claims 
stand rejected as indicted below. 

Specification 

3. Applicant continues to argue that all trademarks are capitalized with generic 
terminology provided and requests identification of incorrectly identified trademarks. 
The examiner points to page 3, lines 19-20; page 3, line 23 - page 4, line 2 and page 
13, lines 16-17. 

Claim Rejections - 35 USC § 1 12 

4. Claims 1 , 6 and 11-13 rejected under 35 U.S.C. 1 1 2, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. The instant claims recite a gel comprising 
about 0.01 % to about 2% w/v. However, the present specification sets forth 
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percentages by w/w (see page 5, lines 15-23). There is no mention of percentages by 
w/v in the present specification. Applicant's attention is directed to MPEP § 706.03(o). 
It is suggested that "w/v" be rewritten as "w/w" as set forth by the present specification. 

Double Patenting 

5. The rejection of claims 1, 6 and 11-13 on the ground of nonstatutory 
obviousness-type double patenting over claims of US Patent No. 6,974,807 is 
maintained. 

Applicant argues the claims as amended are not obvious over the claims of US 
Patent No. 6,974,807. Applicant's argument was considered but not persuasive for the 
following reason. 

Unlike the claims of the cited patent, the claims as amended recite specific 
combination of excipients. However, said combination is rendered obvious by the 
disclosure of the cited patent (see col. 4, lines 15-33 of the cited patent). It is noted by 
MPEP § 804, IIB(I), that those portions of the specification that provide support for the 
patent claims may be examined and considered when addressing the issue of whether 
a claim defines an obvious variation of an invention claimed in the patent. 

For this reason and those given in the previous Office Actions, the rejection of 
claims 1 , 6 and 1 1-13 on the ground of nonstatutory obviousness-type double patenting 
over claims of US Patent No. 6,974,807 is maintained. 
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Claim Rejections - 35 USC §103 

6. The rejection of claims 1, 6 and 11-13 under 35 USC 103(a) over Yamamoto 
(US 5,236,906) or Shimizu et al. (US 6,248,779) and Nagpal et al. (US 5,650,279) is 
withdrawn. 

7. The rejection of claims 1, 6 and 11-13 under 35 USC 103(a) over Smith (US 
5,874,074) or Sequeira et al. (US 4,775,529) and Nagpal et al. (US 5,650,279) is 
withdrawn. 

8. Claims 1 , 6 and 11-13 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Yamamoto (US 5,236,906), Shimizu et al. (US 6,248,779), Nagpal et 
al. (US 5,650,279) and Cham (US 5,914,334) in combination. 

Each of Yamamoto and Shimizu et al. teaches the use of adrenocortical 
hormones, such as betamethasone valerate and/or alclometasone dipropionate, in the 
treatment of dermatoses such as atopic dermatitis and/or psoriasis (see '906, col. 1 , line 
1 1 - col. 2, line 55; '779, col. 1 , lines 1 0-1 8; col. 2, lines 20-29; col. 6, lines 40-65). 

Nagpal et al. teaches it is known in the art to use tazarotene in the treatment of 
psoriasis and exemplifies the use of a 0.05% cream (see col. 1 , lines 42-47; Example 
9). 

Cham teaches a stable gel formulation for topical treatment of skin conditions 
such as psoriasis and acne comprising tazarotene in a pharmaceutical carrier 
comprising water, edentate disodium, ascorbic acid, carbomer 934P, poloxamer 407, 
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polyethylene glycol, polysorbate 40, hexylene glycol, butylated hydroxytoluene, 
butylated hydroxyanisole, benzyl alcohol and tromethamine and exemplifies several 
compositions comprising 0.1 , 0.05 and 0.025 w/w of tazarotene (see the entire article, 
especially col. 2, lines 24-50; Table II; col. 5, Table III; col. 9, lines 45-50). 

The instant claims differ from the cited references by reciting the treatment of 
proliferative skin diseases by the administration of an effective amount of about 0.01% 
to about 2% tazarotene gel and an effective amount of a corticosteroid, i.e., 
alclometasone dipropionate and/or betamethasone valerate. 

As recognized by MPEP § 2144.06(1): 

"ft is prima facte ohvmm to combine two compositions each of which taught by the 
prior art to be useful tor the same pin pose, m order to form a third composition to be 

used for the very game purpose.... [TJhe idea of eombiang them flows logically torn their 
having beeti individiia { taught in the prior art. ? 7« f# Kerkhoven, 626 F,2d81(\ 850, 
205 USPQ 1069, 1072 (CCPA 1980) (citations omited) (Claims to a process of 
prep ! its i spnr. hied letergent by mbdng together two com-entional spray-dried 

I < 5 , < '1" < _ • J- . n /'f f- < Vot J ' 2d 

274, 126 USPQ 186 (CCPA I960) (Claims directed to a method and material for 
treating cast iron us.kig a mixture comprising calcium carbide and magnesium oxide were 
.held ir^patenfable over prior art disclosures iliat the aforementioned components 
individually promote the -formation of a nodular stmetnre in cast iron.}; and Ex parte 
OwMlrimiL 25 U$PQ2d 1071 (Bd. Pat App. & Inter. 1 992) (mixture of two known 
herbicides held prima facie obvious) 

Thus, the combination of the compounds taught by Yamamoto/Shimizu and 
Nagpal/Charu for the treatment of dermatoses to a patient in need of said treatment 
would have been prima facie obvious to the skilled artisan in the art at the time of the 
present invention. As noted above, the idea to combine flows logically from their having 



Application/Control Number: 10/820,298 Page 6 

Art Unit: 1628 

been individually taught in the prior art for treatment of dermatoses, including psoriasis 
and atopic dermatitis, i.e., the same disorder(s). 

Claim 1 1 further differs from the cited references by reciting the administration of 
tazarotene once daily in the evening and the corticosteroid once daily in the morning. 
However, the medical art teaches combination therapy as well as administration of the 
drugs involve in combination therapy at different times during the day. In addition, 
absence a showing of criticality of the order and/or time of administration of the drugs in 
a combination therapy, said recitation is not considered a patentable limitation. 

9. Claims 1 , 6 and 11-13 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Smith (US 5,874,074), Sequeira et al. (US 4,775,529), Nagpal et al. 
(US 5,650,279) and Charu (US 5,914,334) in combination. 

Each of Smith and Sequeira et al. teaches the use of corticosteroids, such as 
betamethasone dipropionate, mometasone furoate and/or alclometasone dipropionate 
in the treatment of psoriasis (see '074, col. 4, lines 47-67; '529, col. 1 , lines 36-63). 

Nagpal et al. teaches it is known in the art to use tazarotene in the treatment of 
psoriasis and exemplifies the use of a 0.05% cream (see col. 1 , lines 42-47; Example 
9). 

Charu teaches a stable gel formulation for topical treatment of skin conditions 
such as psoriasis and acne comprising tazarotene in a pharmaceutical carrier 
comprising water, edentate disodium, ascorbic acid, carbomer 934P, poloxamer 407, 
polyethylene glycol, polysorbate 40, hexylene glycol, butylated hydroxytoluene, 
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butylated hydroxyanisole, benzyl alcohol and tromethamine and exemplifies several 
compositions comprising 0.1 , 0.05 and 0.025 w/w of tazarotene (see the entire article, 
especially col. 2, lines 24-50; Table II; col. 5, Table III; col. 9, lines 45-50). 

The instant claims differ from the cited references by reciting the treatment of 
proliferative skin diseases by the administration of an effective amount of about 0.01% 
to about 2% tazarotene gel and an effective amount of a corticosteroid, i.e., 
alclometasone dipropionate and/or betamethasone valerate. 

As recognized by MPEP § 2144.06(1): 

"It is prima facie obvious to combine two compactions each ofwhfch is taught by the 
prior art to be useiii for the same purpose, in order to form a Hard composition to be 

med for flhe very same purpose [TJhe idea lu' birring tk 1 1 ■ <• II' from iliea 
having been kdividijalry laugh* in the prior art/7» re Kerkkovm, 626 F.2d 846, 850, 
205 USPQ 1069, 1072 (CCPA 1980) (citations omitted) ((Mm to a process of 
preparii^ a ?pray-dried detergent by -raking together two conventional spray-dried 
detergents were kid to he prima facie obvious.). See also /?/ re Crockett, 279 F.2d 
274 126 USPQ 186 (CCPA 1960) (Claims directed to a method and material for 
treating cast iron using a mixture comprising calcium carbide and magnesium oxide were 
held inipatentable over dor art hsch u 11 > 1 i t ted components 

indivklnally promote the formation of a nodular structure in cast iron.), and £x parte 
(htadranii, 25 USPQ2d 1071 (Bd. Pat App. & Inter. 1992) (irastae of two known 
herbicides- held prima facie obvious). 

Thus, the combination of the compounds taught by Smith/Sequeira and 
Nagpal/Charu for the treatment of dermatoses to a patient in need of said treatment 
would have been prima facie obvious to the skilled artisan in the art at the time of the 
present invention. As noted above, the idea to combine flows logically from their having 
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been individually taught in the prior art for treatment of dermatoses, including psoriasis 
and atopic dermatitis, i.e., the same disorder(s). 

Claim 1 1 further differs from the cited references by reciting the administration of 
tazarotene once daily in the evening and the corticosteroid once daily in the morning. 
However, the medical art teaches combination therapy as well as administration of the 
drugs involve in combination therapy at different times during the day. In addition, 
absence a showing of criticality of the order and/or time of administration of the drugs in 
a combination therapy, said recitation is not considered a patentable limitation. 



Conclusion 

1 0. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Telephone Inquiry 

1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Barbara P. Badio whose telephone number is 571-272- 
0609. The examiner can normally be reached on M-F from 6:30am-4:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brandon Fetterolf can be reached on 571-272-2919. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Barbara P. Badio/ 

Primary Examiner, Art Unit 1628 



